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THE COMMUNICATION OF THE INTERNATIONAL 
APPLICATION (TO DESIGNATED OFHCES WHICH 
DO NOT APPLY THE 30 MONTH TIME LIMIT 
UNDER ARTICLE 22(1)) 
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Dale of mailing {da\Anontii/\ear) 

28 October 2004 (28.10.2004) 
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IMPORTANT NOTICE 



International application No. 
PCT/US2004/009618 



Intemalional filing dale (day/montJi/year) 

29 March 2004 (29.03.2004) 



Prioriiy dale (day/montJiApear) 

28 March 2003 (28.03.2003) 



Applicant 



OR. BARD, INC. et al 



1. ATTENTION: For any designated Ofrice(s), for which the lime limit under Article 22(1). as in force from 1 April 2002 (30 months from 
the priority date), does apply, please see Form PCT/lB/308(Second and Supplementary Notice) (to be issued promptly after the expiration 
of 28 months from the priority date). 

2. Notice is hereby given that the following designated Office(s), for which the lime limit under Article 22(1), as in force from 1 April 2002. 
does not apply, has/have requested that the communication of the international application, as provided for in Article 20, be effected under 
Rule 93to.i. The Iniemaiional Bureau has effected that communication on the date indicated below: 

14 October 2004 (14. 10.2004) 

CH 

In accordance with Rule 47.i(c-i?ij)(i), those Offices will accept ihe present notice as conclusive evidence that the communication of the 
international application has duly t^en place on the date of mailing indicated above and no copy of the international application is required 
to be furnished by the applicant to the designated Office(s)- 

3. The following designated Offices, for which the time limit under Article 22(1), as in force from 1 April 2002, does not apply, have not 
requested, as at the lime of mailing of the present notice, that the communication of the international application be effected under Rule 
93bisA : 

Fl, LU.SE,TZ. UG, ZM 

In accordance with Rule 47.1(c-few)(ii), those Offices accept the present notice as conclusive evidence that the Contracting Slate for which 
that Office acts as a designated Office does not require the furnishing, under Article 22, by the applicant of a copy of the international 

application. 

4. TIME LIMITS for entry into the nafiona) phase 

For the designated Office(s) listed above, and unless a demand for intemalional preliminary examination has been filed before ihe 
expiration of 19 months from ihe prioriiy date (see Article 39(1)), the applicable lime limit for entering the national phase will, subject to 
what is said in the following paragraph, be 20 MONTHS from the prioriiy dale. 

In practice, time limits other than the 20-month time limit will continue lo apply, for various periods of lime, in respect of certain of the 
designated Offices listed above. For regular updates on the applicable time limits (20 or 21 months, or other time Umit). Office by 
Office, refer to the PCT Gazette, the PCT Newsletter and the PCT Applicant's Guide, Volume II. National Chapters, all available from 
WlPO's Intemet site, at http://www.wipo-iniypct/en/index.himl. 

It is the applicant's sole responsibility to monitor all these lime limits. 



Th& Iniemaiional Bureau of WlPO 
34, chemin des Colombeiies 
121 1 Geneva 20, Switzerland 



Facsimile No.+4l 22 740 14 35 



Authorized officer 



Simin Baharlou 



Facsimile No.+4 1 22 338 7 1 30 
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PATENT COOPERATION TREAT\ 
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From the INTERNATIONAL SEARCHING AUTHORITY 



To: 



P.C. 



WOLF GREENFIELD & SACKS, 
Attn. Morris, James H. 
600 Atlantic Avenue 
Boston, Massachusetts 02210 
UNITED STATES OF AMERICA 



POT 



NOTIFICATION OF TRANSMITTAL OF 
THE INTERNATIONAL SEARCH REPORT AND 
THE WRITTEN OPINION OF THE INTERNATIONAL 
SEARCHING AUTHORITY. OR THE DECLARATION 



(PCT Rule 44.1) 



Date of mailing 
(day/month/year) 



Applicant's or agent's file reference 
B1075 .71014tjL;:O0^ 



FOR FURTHER ACTION 



See paragraphs 1 and 4 below 



International application No. 

PCT/US2 004/009618 



International filing date 
(day/month/year) 29/03/2004 



Applicant 

C.R. BARD, INC. 



DOCKET bD 

JAN 1 1 2005 




1 . I ^ I The applicant is hereby notified that the international search report and the written opinion olthe international Searching 

Authority have been established and are transmitted herewith. 11 ^ ^t-- 

Filing of amendments and statement under Article 19: 

The applicant is entitled, if he so wishes, to amend the claims of the International Applicatioi 
When? The time limit for fHipg such amendments is normally 2 months from the date of 
International Search Report; however, for more details, see the notes on the aci 

Where? Directly to the International Bureau of WlPO, 34 chemin des Colombettes 

1211 Geneva 20. Switzerland, Fascimile No.: (41-22) 740.14.35 
For more detailed instructions, see the notes on the accompanying sheet. 

2. rn The applicant is hereby notified that no international search report will be established and that the declaration under 

Article 17(2)(a) to that effect and the written opinion of the International Searching Authority are transmitted herewith. 

I I With regard to the protest against payment of (an) additional fee(s) under Rule 40.2, the applicant is notified that: 



3. 



[ I the protest together with the decision thereon has been transmitted to the International Bureau together with the 

applicant's request to forward the texts of both the protest and the decision thereon to the designated Offices. 
[ I no decision has been made yet on the protest; the applicant will be notified as soon as a decision is made. 



4. Reminders 

Shortly after the expiration of 18 months from the priority date, the international application will be published by the 
International Bureau. If the applicant wishes to avoid or postpone publication, a notice of withdrawal of the international 
application, or of the priority claim, must reach the International Bureau as provided in Rules 90b/s.1 and 90Ws.3. respectively, 
before the completion of the technical preparations for international publlcation. 

The applicant may submit comments on an informal basis on the written opinion of the International Searching Authority to the 
International Bureau. The International Bureau will send a copy of such comments to all designated Offices unless an 
international preliminary examination report has been or is to be established. These comments would also be made available to 
the public but not before the expiration of 30 months from the priority date. 

Within 19 months from the priority date, but only in respect of some designated Offices, a demand for international preliminary 
examination must be filed if the applicant wishes to postpone the entry into the national phase until 30 months from the priority 
date (in some Offices even later); otherwise, the applicant must, within 20 months from the priority date, perform the prescribed 
acts for entry into the national phase before those designated Offices. 

In respect of other designated Offices, the time limit of 30 months (or later) will apply even if no demand is filed within 1 9 
months. 

See the Annex to Form PCT/IB/301 and, for details about the applicable lime limits. Office by Office, see the PCT Appficant's 
Guide, Volume II, National Chapters arKi the WlPO Internet site. 



Name and mailing address of the International Searching Authority 

European Patent Office, P.B. 5818 Patentlaan 2 
NL-2280 HV Rljswijk 

Tel. (+31-70) 340-2040, Tx. 31 651 epo nl. 
Fax: (+31 -70) 340-3016 



Form PCT/ISA/220 (January 2004) 



Authorized officer 

Astrid Lambertz 



(See notes on accompanying sheet) 




NOTES TO FORM PCT/ISA/220 

These Notes are intended to give the basic instmctions concerning the filing of amendments under article 19. The 
Notes are based on the requirements of the Patent Cooperation Treaty, the Regulations and the Administrative Instructions 
under that Treaty. In case of discrepancy between these Notes and those requirements, the latter are applicable. For more 
detailed information, see also the PCT Applicant's Guide, a publication of WiPO. 

In these Notes, "Article", "Rule", and "Section" refer to the provisions of the PCT, the PCT Regulations and the PCT 
Administrative Instructions, respectively. 



INSTRUCTIONS CONCERNING AMENDMENTS UNDER ARTICLE 19 

The applicant has, after having received the international search report and the written opinion of the International 
Searching Authority, one opportunity to amend the claims of the international application. It should however be emphasized 
that, since all parts of the international application (claims.description and drawings) may be amended during the 
international preliminary examination procedure, there is usually no need to file amendments of the claims under Article 19 
except where, e.g. the applicant wants the latter to be published for the purposes of provisional protection or has another 
reason for amending the claims before international publication. Furthermore, it should be emphasized that provisional 
protection is available in some States only (see PCT Applicant's Gutde^ Annexes B1 and B2). 



The attention of the applicant is drawn to the fact that amendments to the claims under Article 19 are not allowed where 
the International Searching Authority has declared, under Article 17(2), that no international search report would be 
established (see PCT Applicant's Guide, Volume I/A, paragraph 296). 



What parts of the international application may be amended? 

Under Article 19, only the claims may be amended. 

During the international phase, the claims may also be amended (or further amended) under Article 34 before 
the International Preliminary Examining Authority. The description and drawings may only be amended under 
Article 34 before the International Examining Authority. 

Upon entry into the national phase, all parts of the international application may be amended under Article 28 
or, where applicable. Article 41 . 



When? Within 2 months from the date of transmittal of the international search report or 1 6 months from the priority 

date, whichever time limit expires later. It should be noted, however, that the amendments will be considered 
as having been received on time if they are received by the International Bureau after the expiration of the 
applicable time limit but before the completion of the technical preparations for international publication 
(Rule 46.1). 



Where not to file the amendments? 

The amendments may only be filed with the Intematronal Bureau and not with the receiving Office or the 
International Searching Authority (Rule 46.2). 

Where a demand for international preliminary examination has been/is filed, see below. 



How? Either by cancelling one or more entire claims, by adding one or more new claims or by amending the text of 

one or more of the claims as filed. 

A replacement sheet must be submitted for each sheet of the claims which, on account of an amendment or 
amendments, differs from the sheet originally filed. 

All the claims appearing on a replacement sheet must be numbered in Arabic numerals. Where a claim is 
cancelled, no renumbering of the other claims is required. In all cases where claims are renumbered, they must 
be renumbered consecutively (Administrative Instructions. Section 205(b)), 

The amendments must be made in the language in which the international application is to be published. 



What documents must/may accompany the amendments? 
Letter (Section 205(b)): 

The amendments must be submitted with a letter. 

The letter will not be published with the international application and the amended claims. It should not be 
confused with the "Statement under Article 19(1)" (see below, under "Statement under Article 19(1)"). 

The letter must be in English or French, at the choice of the applicant. However, if the language of the 
international application is English, the letter must be in English; if the language of the international application 
is French, the letter must be in French. 



Notes to Form PCT/ISA/220 (first sheet) (January 2004) 



.'ATENT COOPERATION TREA-R 

PCT 



INTERNATIONAL SEARCH REPORT 

(PCT Article 18 and Rules 43 and 44) 



Applicant's or agent's file reference 
B1075. 71014 


FOR FURTHER gee Form PCT/ISA/220 

ACTION ^ where applicable, item 5 below. 


International application No. 
PCT/US2004/009618 


International filing date (day/month/year) 
29/03/2004 


(Earliest) Priority Date (day/month/year) 
28/03/2003 


Applicant 

C.R. BARD, INC. 



This International Search Report has been prepared by this International Searching Authority and Is transmitted to the applicant 
according to Article 18. A copy is being transmitted to the International Bureau. 

This International Search Report consists of a total of 6 sheets. 

I I It is also accompanied by a copy of each prior art document cited in this report. 



Basis of the report 

a. With regard to the language, the international search was carried out on the basis of the international application in the 
language in which it was filed, unless otherwise indicated under this item. 

I I The international search was carried out on the basis of a translation of the international application furnished to 
this Authority (Rule 23.1 (b)). 

b. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, see Box No. L 
[ I Certain claims were found unsearchable (See Box II). 

fx] Unity of invention is lacking (see Box III). 



4. With regard to the title, 

[x] the text is approved as submitted by the applicant. 

I I the text has been established by this Authority to read as follows: 



With regard to the abstract, 

[x] the text is approved as submitted by the applicant. 

[ I the text has been established, according to Rule 38.2(b), by this Authority as it appears in Box No. IV. The applicant 
may. within one month from the date of mailing of this international search report, submit comments to this Authority. 

With regards to the drawings, 

a. the figure of the drawings to be published with the abstract is Figure No. 3 

fx] as suggested by the applicant. 

I I as selected by this Authority, because the applicant failed to suggest a figure. 

I I as selected by this Authority, because this figure better characterizes the invention. 

b. none of the figures is to be published with the abstract. 



Form PCT/ISA/210 (first sheet) (January 2004) 



INTERNATIONAL SEARCH REPORT 



.hternalional application No. 

PCT/US2004/009618 



Box 11 Observations where certain claims were found unsearchable (Continuation of item 2 of first sheet) 

This International Search Report has not been established in respect of certain claims under Article 17(2)(a) for the following reasons: 

1. n Claims Nos.: ^ ^. * . 

because they relate to subject matter not required to be searched by this Authority, namely: 



2. Claims Nos.: 

because they relate to parts of the International Application that do not comply with the prescribed requirements to such 

an extent that no meaningful International Search can be carried out, specifically: 



3. Claims Nos.: 

because they are dependent claims and are not drafted in accordance with the second and third sentences of Rule 6.4(a). 

Box III Observations where unity of invention is laclcing (Continuation of item 3 of first sheet) 

This International Searching Authority found multiple inventions in this international application, as follows: 

see additional sheet 



1 . I I As all required additional search fees were timely paid by the applicant, this International Search Report covers all 
' ' searchable claims. 

2. I I As all searchable claims could be searched wrthout effort justifying an additional fee, this Authority did not invite payment 

of any additional fee. 



3. I I As only some of the required additional search fees were timely paid by the applicant, this International Search Report 
' ' covers only those claims for which fees were paid, specifically claims Nos.: 



4. I y I No required additional search fees were timely paid by the applicant. Corisequently. this Intemational Search Report is 
restricted to the invention first mentioned in the claims; it is covered by claims.Nos.: 

1-7, 11-13, 16-19 



Remark on Protest [ | The additional search fees were accompanied by the applicant's protest. 

' V j j No protest accompanied the payment.of additional search fees. 



Form PCT/ISA/210 (continuation of first sheet (2)) (January 2004) 



International Application No- PCT/ US2004/ 009618 



FURTHER INFORMATION CONTINUED FROM PCT/ISA/ 210 



This International Searching Authority found multiple (groups of) 
inventions in this international application, as follows: 

1. claims: 1-7,11-13,16-19 

axial ly adjustable electrode 

2. claims: 8-10,14,15,20-31 

radially adjustable electrode 



INTERNATIONAL SEARCH REPORT 



national Application No 

PCT/US20O4/009618 



A. CLASSIRCATION OF SUBJECT MATTEH 

IPC 7 A61B18/14 



According to International Patent Classification (IPC) or to both national classification and IPC 



B. FIELDS SEARCHED 



Minimum documentation searched (classification system followed by classification symbols) 

IPC 7 A61B 



Documentation searched other than minimum documentation to the extent that such documents are included in the fields searched 



Electronic data base consulted during the international search (name of data base and. where practical, search terms used) 

EPO- Internal 



C. DOCUMENTS CONSIDERED TO BE RELEVANT 



Category Citation of document, with indication, where appropriate, of the relevant passages 



Relevant to claim No. 



us 6 514 246 Bl (FLEISCHMAN SIDNEY D ET 

AL) 4 February 2003 (2003-02-04) 

column 8, line 26 - line 34; figures 12a, b 



US 6 488 680 Bl (FRANCISCHELLI DAVID E ET 
AL) 3 December 2002 (2002-12-03) 
column 6, line 63 - column 7, line 2; 
figure 5 

WO 95/20360 A (VALLEYLAB INC) 

3 August 1995 (1995-08-03) 

column 6, line 14 - line 20; figures 1,2 



US 6 178 354 Bl (GIBSON CHARLES A) 
23 January 2001 (2001-01-23) 
abstract; figure 1 



1,11-13 
16 

1,11-13 

1,11-13 
1.11 



-/-- 



Further documents are listed in the continuation of box C. 



Patent family members are listed in annex. 



Special categories of cited documents : 

"A" document defining the general state of the art which is not 

considered to be of particular relevance 
"E" earlier document but published on or after the international 

filing date 

"L" document which may throw doubts on priority cJaim(s) or 
which is cited to establish the publication date of another 
citation or other special reason (as specified) 

"O" document referring to an oral disclosure, use, exhibition or 
other means 

"P" document published prior to the international filing date but 
later than the priority date claimed 



later document published after the international filing date 
or priority date and not in conflict with the application but 
cited to understand the principle or theory undertying the 
invention 



-X" 



document of particular relevance; the claimed invention 
cannot be considered novel or cannot be considered to 
involve an inventive step when the document is taken alone 
"V document of particular relevance; the claimed invention 

cannot be considered to involve an inventive step when the 
document is combined with one or more other such docu- 
ments, such combination being obvious to a person skilled 
In the art. 

"&* document member of the same patent family 



Date of the actual completion of the international search 



23 August 2004 



Date of mailing of the International search report 



07:JAN 2005 ^ 



Name and mailing address of the ISA 

European Patent Office. P.B. 5818 Patentlaan 2 
NL - 2280 HV RijswIik 
Tel. (+31-70) 340-2040. Tx. 31 651 epo nl. 
Fax: (+31-70) 340-3016 



Authorized officer 



Mayer-Martenson, E 



Form PCT/ISA/210 (second sheet) (January 2004) 



page 1 of 2 



) national Application No 

PCT/US20O4/0O9618 


C^Continuation) DOCUMENTS CONSIDERED TO BE RELEVANT 


Category* 


Citation of documeirt, with indkatkm, where appropriate, of the relevant passages 


Relevant to daim No. 


A 


WO 02/087437 A (BARD INC C R ; FALWELL 
GARY (US); MAC ADAM DAVID (US)) 
7 November 2002 (2002-11-07) 
page 7 , 1 i ne 15 - 1 i ne 22 


1,16 



Form PCT/[SA/210 (continuation of second sheet) (January 2004) 



page 2 of 2 



INTF'^NATIONAL SEARCH REPORT 

li,.^dnation on patent family members 



national Application No 

PCT/US20G4/009618 



Patent document 
cited in search report 


Publication 
date 


Patent family 
member(s) 


Publication 
date 


US 6514246 


Bl 


04-02-2003 


US 


6171306 


Bl 


09-01-2001 






us 


5582609 


A 


10-12-1996 






us 


2003088244 


Al 


08-05-2003 






CA 


2174131 


Al 


20-04-1995 






EP 


0723469 


Al 


31-07-1996 






JP 


10507373 


J 


21-07-1998 






WO 


9510327 


Al 


20-04-1995 






CA 


2174129 


Al 


20-04-1995 






EP 


0754075 


Al 


22-01-1997 






JP 


9509069 


J 


16-09-1997 






JP 


2004154597 


A 


03-06-2004 






WO 




Al 

MX 


20-04-1995 






wn 




Al 

MX 


20-04-1995 








20021 Q^7Qfi 


Al 

rt X 


19-12-2002 










Al 

MX 


23-01-2003 






IK 




Rl 

DX 


19-03-2002 






11^ 


6447^0ft 

OH**/ «JvlU 


Rl 

DX 


10-09-2002 






IK 




A 

M 


14-12-1999 






IK 


fi/l71 fiQQ 


Rl 

DX 


29-10-2002 






IK 




A 
M 


22-08-2000 






IK 




A 
M 


10-10-2000 










A 
M 


23-11-1999 






wo 


9510321 


Al 


20-04-1995 






us 


6146379 


A 


14-11-2000 






wn 


QC1 0*^1 Q 


Al 

MX 


20-04-1995 






IK 


c;c;zif;i Q"^ 


A 


13-08-1996 






IK 


30/ ID^^ 


A 
M 


16-02-1999 






WO 


9510225 


Al 


20-04-1995 






us 


5637090 


A 


10-06-1997 






wn 




Al 

MX 


20-04-1995 






IK 




A 
M 


19-01-1999 




Bl 


03-12-2002 


All 




A 


12-11-2001 






EP 


1278472 


A2 


29-01-2003 






WO 


0182813 


A2 


08-11-2001 






IK 


200'^fi^fi7ftQ 


Al 

MX 


20-02-2003 


wo Q'^^n^fifi 

visJ ^OcU^DU 


A 


03-08-1995 


AN 


1fi7filQ^ 


A 

M 


15-08-1995 






L/C 


Q4Qn471 

^H-zC/t/ X 


til 

U X 


26-09-1996 






WO 


9520360 


Al 


03-08-1995 






JP 


2925036 


B2 


26-07-1999 






JP 


9501859 


T 


25-02-1997 


us 6178354 


Bl 


23-01-2001 


CA 


2351323 


Al 


08-06-2000 






CA 


2353454 


Al 


08-06-2000 






DE 


1133264 


Tl 


04-07-2002 






EP 


1133264 


Al 


19-09-2001 






EP 


1135078 Al 


26-09-2001 






JP 


2002531164 


T 


24-09-2002 






JP 


2002531165 


T 


24-09-2002 






WO 


0032129 


Al 


08-06-2000 






wo 


0032130 Al 


08-06-2000 


WO 02087437 


A 


07-11-2002 


EP 


1383426 


Al 


28-01-2004 






JP 


2004532073 


T 


21-10-2004 






WO 


02087437 


Al 


07-11-2002 






US 


2004181139 Al 


16-09-2004 





Form PCT/ISA/210 (patent lainily annex) (January 2004) 



PATENT COOPERATION TP'^ATY 



From the 

INTERNATIONAL SEARCHING AUTHORITY 



To: 

see form PCT)1SA/220 


PCT 

WRI 1 1 bN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 

(KU 1 riUIG 4-oD/S. 1 ) 


Date of mailing 

(day/month^ear) see form PCT/ISA>21 0 (second sheet) 


Appticanfs or agent's file reference 

see form PCTyiSA/220 


FOR FURTHER ACTION 

See paragraph 2 below 


International application No. 
PCTyUS2004>009618 


International filing date (dayAnonth^ear) 

29.03.2004 


Priority date (dayAnonth^ear) 

28.03.2003 


International Patent Classification (IPC) or both national classification and IPC 
A61B18/14 


Applicant 

C.R. BARD, INC. 





Box 


No. 


1 




Box 


No. 


II 




Box 


No. 


III 




Box 


No. 


IV 




Box 


No. 


V 


□ 


Box 


No. 


VI 


□ 


Box 


No. 


VII 


□ 


Box 


No. 


VIII 



1 . This opinion contains indications relating to the following items: 

Basis of the opinion 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Rule 436/5.1 (a)(i) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 
Certain observations on the international application 

2. FURTHER ACTION 

If a demand for international preliminary examination is made, this opinion will usually be considered to be a 
written opinion of the International Preliminary Examining Authority ("IPEA"). However, this does not apply where 
the applicant chooses an Authority other than this one to be the I PEA and the chosen I PEA has notifed the 
International Bureau under Rule 66.16/s(b) that written opinions of this International Searching Authority 
will not be so considered. 

If this opinion Is, as provided above, considered to be a written opinion of the IPEA, the applicant is invited to / 
submit to the IPEA a written reply together, where appropriate, with amendments, before the expiration of three w/ 
months from the date of mailing of Form PCT/ISA>220 or before the expiration of 22 months from the priority date, 
whichever expires later. 

For further options, see Form PCT/ISAy220. 

3. For further details, see notes to Form PCT/ISA>220. 



Name and mailing address of the ISA: 



European Patent Office - P.B. 5818 Patentlaan 2 
NL-2280 HV Rijswijk - Pays Bas 
Tel. +31 70 340 - 2040 Tx: 31 651 epo nl 
Fax: +31 70 340-3016 



Authorized Officer 

Mayer-Martenson, E 

Telephone No. +31 70 340-4401 



Form (PCTASAC37) (Cover Sheet) (January 2004) 



10/551293 

^ JC09Rec'dPCT/PTO 28 SEP 2005 

WRITTEN OPINION OF THE International application No. 

INTERNATIONAL SEARCHING AUTHORITY PCTAJS2004/00961 8 



Box No. I Basis of the opinion 

1 . With regard to the language, this opinion has been established on the basis of the international application in 
the language in which it was filed, unless otherwise indicated under this item. 

□ This opinion has been established on the basis of a translation from the original language into the following 
language , which is the language of a translation furnished for the purposes of international search 
(under Rules 12.3 and 23.1(b)). 

2. With regard to any nucleotide and/or amino acid sequence disclosed in the international application and 
necessary to the claimed invention, this opinion has been established on the basis of: 

a. type of material: 

□ a sequence listing 

□ table(s) related to the sequence listing 

b. format of material: 

□ in written format 

□ in computer readable form 

c. time of filing/furnishing: 

□ contained in the international application as filed. 

□ filed together with the intemational application in computer readable form. 

□ furnished subsequently to this Authority for the purposes of search. 



3. □ In addition, in the case that more than one version or copy of a sequence listing and/or table relating thereto 

has been filed or furnished, the required statements that the information in the subsequent or additional 
copies is identical to that in the application as filed or does not go beyond the application as filed, as 
appropriate, were furnished. 

4. Additional comments: 



Form PCT/ISA/237 (January 2004) 



WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 



International application No. 
PCTyUS2004/009618 



Box No. H Priority 



1 . S The following document has not been furnished: 

B copy of the earlier application whose priority has been claimed (Rule 43b^s.^ and 66.7(a)). 

□ translation of the earlier application whose priority has been claimed (Rule 43^/s.1 and 66.7(b)). 

Consequently it has not been possible to consider the validity of the priority claim. This opinion has 
nevertheless been established on the assumption that the relevant date is the claimed priority date. 

2. □ This opinion has been established as if no priority had been claimed due to the fact that the priority claim 

has been found invalid (Rules 43bis.1 and 64.1). Thus for the purposes of this opinion, the international 
filing date indicated above is considered to be the relevant date. 

3. □ It has not been possible to consider the validity of the priority claim because a copy of the priority document 

was not available to the ISA at the time that the search was conducted (Rule 17.1). This opinion has 
nevertheless been established on the assumption that the relevant date is the claimed priority date. 

4. Additional observations, if necessary: 
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Box No. Ill Non-establishment of opinion with regard to novelty, inventive step and Industrial 
applicability 

The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non 
obvious), or to be industrially applicable have not been examined in respect of: 

□ the entire international application, 

la claims Nos. 8-10. 14, 15, 20-31 



□ the said International application, or the said claims Nos. relate to the following subject matter which 
does not require an international preliminary examination (specify): 

□ the description, claims or drawings (indicate particular elemerits below) or said claims Nos. are so 
unclear that no meaningful opinion could be formed (specify)'. 

□ the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion 
could be formed. 

M no international search report has been established for the whole application or for said claims Nos. 8-10, 
14, 15, 20-31 

□ the nucleotide and>br amino acid sequence listing does not comply with the standard provided for in Annex 
C of the Administrative Instructions in that: 

the written form □ has not been furnished 

□ does not comply with the standard 

the computer readable form □ has not been furnished 



□ the tables related to the nucleotide andybr amino acid sequence listing, if in computer readable form only, do 
not comply with the technical requirements provided for in Annex C-bis of the Administrative Instructions. 

□ See separate sheet for further details 
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Box No. IV Lack of unity of Invention 

1 . El In response to the invitation (Form PCT/ISAy206) to pay additional fees, the applicant has: 

□ paid additional fees. 

□ paid additional fees under protest. 
^ not paid additional fees. 

2. □ This Authority found that the requirement of unity of invention is not complied with and chose not to invite 

the applicant to pay additional fees. 

3. This Authority considers that the requirement of unity of invention in accordance with Rule 13.1, 13.2 and 13.3 is 

□ complied with 

^ not complied with for the following reasons: 
see separate sheet 

4. Consequently, this report has been established in respect of the following parts of the international application: 

□ all parts. 

S the parts relating to claims Nos. 1-7.11-13,16-19 



Box No. V Reasoned statement under Rule 43bisA{a)(\) with regard to novelty, inventive step or 
industrial applicability; citations and explanations supporting such statement 

1. Statement 

Novelty (N) Yes: Claims 2-7,13,16-19 

No: Claims 1.11,12, 

Inventive step (IS) Yes: Claims 2-7,16-19 

No: Claims 13 

Industrial applicability (lA) Yes: Claims 1-7,11-13.16-19 

No: Claims 



2. Citations and explanations 
see separate sheet 
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Re item IV 

The separate groups of inventions are: 

1-7.11-13,16-19 

axially adjustable electrode 

8-10,14,15,20-31 

radially adjustable electrode 

They are not so linked as to form a single general inventive concept (Rule 13.1 PCT) for the 
following reasons: 

Prior art document WO02087437 discloses a catheter comprising a catheter shaft and an 
ablation electrode disposed on the shaft having an outer surface convertible from a first 
configuration with a first axial and a first radial size to a second configuration with a second axial 
size and a second radial size. 

Claim 1 further describes the second radial size to be equal to the first radial size therefore 
defining a special technical feature for the first invention. 

Independent claims 11,16 and their subclaims have been grouped in the first invention. 

Claim 8 further describes the second axial size to be equal to the first axial size therefore 
defining a special technical feature for the second invention. 

Independent claims 14, 20, 24 and their respective subclaims have been grouped in the second 
invention. 

The respective special technical features defined for each invention are neither the same nor 
corresponding since they also solve different problems, namely: 

1 : adjusting the length of the lesion created by the electrode; 

2: treating vessels with different diameters with the same electrode; 

Therefore the requirement of unity of invention (Rule 13.1 PCT) is not fulfilled. 

Re Item V 

Reasoned statement with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

1 The following documents are referred to in this communication: 

D1 : US 6 514 246 B1 (FLEISCHMAN SIDNEY D ET AL) 4 February 2003 (2003-02-04) 
D2 : US 6 488 680 B1 (FRANCISCHELLI DAVID ET AL) 3 December 2002 (2002-12-03) 
D3 : WO 95/20360 A (VALLEYLAB INC) 3 August 1995 (1995-08-03) 
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2 INDEPENDENT CLAIM 1 

2.1 The present application does not meet the criteria of Article 33(1 ) POT, because the 
subject-matter of claim 1 is not new in the sense of Article 33(2) POT. 
Document D1 discloses (the references in parenthesis applying to this document): 
a catheter comprising: 

a longitudinal catheter shaft (48) for positioning an ablation electrode within a 
patient's body; and 

an ablation electrode (46) disposed on the shaft and having an outer surface, 
wherein the electrode is convertible from a first configuration in which the 
electrode outer surface has a first axial size and a first radial size (fig. 1 2a) to a 
second configuration in which the electrode has a second axial size and 
maintains the first radial size {V\g, 12b)(cf. col.8, 1.26-34; fig.12,a,b) 

Also documents D2 and D3 disclose all features of claim 1 . 

3 INDEPENDENT CLAIM 1 1 

3.1 The present application does not meet the criteria of Article 33(1 ) PCT, because the 
subject-matter of claim 1 1 is not new in the sense of Article 33(2) PCT. 
Document D1 discloses (the references in parenthesis applying to this document): 
a catheter comprising: 

a longitudinal catheter shaft (48) for positioning an ablation electrode within a 
patient's body, and 

an ablation electrode (46) disposed on the shaft, the electrode having a 
continuous outer ablating surface area, wherein the outer ablating surface area 
is adjustable; and wherein 

the electrode is substantially comprised of metal (cf. col.8, 1.1 1 -34; fig.1 2a,b) 

4 DEPENDENT CLAIMS 12, 13 

Dependent claims 12, 13 do not contain any features which, in combination with the 
features of any claim to which they refer, meet the requirements of the PCT in respect of 
novelty and/or inventive step (Article 33(2) and (3) PCT), see the respective passages 
cited in the search report. 

5 INDEPENDENT CLAIM 1 6 

None of the cited documents discloses or fairly suggests an electrode comprising two 
parts moveable inside and outside of each other to adjust the electrode surface. Therefore 
the claim is new and inventive. 

6 DEPENDENT CLAIMS 2-7 

For the same reasons as under § 5 also dependent claim 2 and claims depending on it 
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meet the requirements of novelty and inventive step (Article 33(2) and (3) PCX). 

6 DEPENDENT CLAIMS 17-19 

Dependent claims 17-19 depend on claim 16 and as such also meet the criteria of novelty 
and Inventive step (Articles 33(2) and (3) PCT) 
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